DEPARTMENT OF HEALTH & HUMAN SERVICES

|=—\\/A\ Food and Drug Administration
|I" L)]/A\ New England District
Il B’y sy N
7994
w7
One Montvaie Avenue
Stoneham, Massachusetts 02180
Tel 596.7700

WARNING LETTER ~
NWE-40-01W
CERTIFIED MAIL
RETURN RECEIPT REQUESTED

27-29 Harbor L
Gioucester, MA

Dear Mr. Ciuila:

We inspected your firm, located at 27—29 Harbor Loop in Gioucester, MA on Augus

o

ust
and 23, 2001, and found that you have a serious deviation from the Seafood HAC
regulations (21 CFR Part 123). This deviation causes the biuefish being processed1 by .
your firm to be in violation of Section 402(a)(4) of the Federal Food, Drug, and Cosmetic

—r oA

Act. You can find this Act and the Seafood HACCP reguiations through links in FDA's
home page at www.fda.gov.

The deviation was as follows:

» You must implement the monitoring procedures listed in your HACCP plan to
comply with 21 CFR § 123.6(b). However, your firm did not follow the monitoring
procedure of maintaining harvest vessel records at the critical control point (CCP)

of receiving to control the food safety hazard of Scombrotoxin (Histamine)
Formation listed in your HACCP plan for bluefish, which is a scombrotoxin-

forming species.

' Receipt and storage are considered processing steps under the 21 CFR Part 123.



Page 2—Augustus Ciulla, Gloucester Seafood Display Auction September 27, 2001

We may take further action if you do not promptly correct this violation. For instance,
we may take further action to seize your products and/or enjoin your firm from
operating. In addition, we may not provide certificates to your firm for export of your
products to the European Union (EU), if you do not correct this deviation.

We acknowledge the receipt of Barry Sullivan’s September 6, 2001 letter responding to

~

the inspectional observations presented to him at the close of the inspection. The
control measures you have proposed to deal with the potential hazard of Environmental

Chemical Contaminants and Pesticides (for bluefish) should, if adequately implemented,
address that issue.
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Sincerely,

—~ /2
7 —L _
(A XDNN_—
—Gail T. Cestelo ™

Direlctor o

New England District

cc:
Barry Sullivan

Gloucester Seafood Display Auction
27-29 Harbor L.oop

Gloucester, MA 01930

See page 91
o€e page J



